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Transforming medicine 
through innovation

The NIH SBIR ProgramThe NIH SBIR Program
Improving the Health of AmericansImproving the Health of Americans



NIH MissionNIH Mission

Improve human health 
through biomedical 

and behavioral 
research, 

research training and 
communications.



NIH SBIR/STTR ProgramNIH SBIR/STTR Program
Distinguishing FeaturesDistinguishing Features

•• InvestigatorInvestigator--initiated Researchinitiated Research
•• Award Amount and Project Period Award Amount and Project Period 

(Reasonable, Appropriate, Justified!)(Reasonable, Appropriate, Justified!)
•• Multiple Submission DatesMultiple Submission Dates

(New/Amended; Phase I/Phase II)(New/Amended; Phase I/Phase II)
•• Phase II Competing Continuation AwardsPhase II Competing Continuation Awards
•• Gap Funding optionsGap Funding options
•• Communication Throughout ProcessCommunication Throughout Process



$750K* $750K* 
2 years*2 years*

$750K* $750K* 
2 years*2 years*

Phase IIPhase II

$100K*$100K*
1 year*1 year*

$100K*$100K*
6 months*6 months*

Phase IPhase I

N/AN/A
~8.1M~8.1M
~0.8M~0.8M
~2.0M~2.0M

CDC CDC 
FDAFDA

AHRQAHRQ

$69M$69M$571M$571MNIHNIH

STTRSTTRSBIRSBIR2006 Budget2006 Budget

DHHS Budget and Award AmountDHHS Budget and Award Amount

$640M
****Propose a Realistic and Appropriate****Propose a Realistic and Appropriate

Budget for the Research****Budget for the Research****
Take Home Message #1Take Home Message #1



Office of the Director

Largest SBIR/STTR
set-asides

National Center on 
Minority Health 

and Health 
Disparities

NIH OrganizationNIH Organization
http://www.nih.gov/icd
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1. SBIR/STTR Omnibus Grant Solicitation
(NIH, CDC, and FDA) = Parent FOA
Release: January April 1, Aug 1, Dec 1 receipt dates

2. SBIR Contract Solicitation (NIH, CDC)
Release: August November 6, 2006 receipt date

3. NIH Guide for Grants and Contracts
Release: Weekly Various receipt dates

http://grants.nih.gov/grants/funding/sbir.htm

NIH ISSUES MULTIPLE SOLICITATIONSNIH ISSUES MULTIPLE SOLICITATIONS



NIH SBIR/STTR NIH SBIR/STTR 
RESEARCH AREASRESEARCH AREAS

Our IdeasOur Ideas……. examples. examples

Biodefense

Biosensors

Nanotechnologies

Bioinformatics

Behavioral research

Computational Biology

Telehealth

Biosilicon devices

Biocompatible materials

Acousto-optics / opto-electronics

Imaging technologies

Genetically engineered proteins

Proteomics / Genomics

Complementary & Alt. Med (CAM) 

……



Take-home Message #2

Investigator-initiated R&D
Research topics related to the NIH mission
“Other” areas of research within the 
mission of an awarding component
…

YourYour ideas...

NIH SBIR/STTR NIH SBIR/STTR 
RESEARCH GRANT TOPICSRESEARCH GRANT TOPICS

AngioscopesAngioscopes
to to 

ZebrafishZebrafish



Parent SBIR FOAParent SBIR FOA



NIH Guide for Grants & ContractsNIH Guide for Grants & Contracts
Special SBIR/STTR OpportunitiesSpecial SBIR/STTR Opportunities

http://http://grants.nih.gov/grants/guide/index.htmlgrants.nih.gov/grants/guide/index.html

Go Beyond the Go Beyond the 
SBIR/STTR Omnibus SBIR/STTR Omnibus 

SolicitationSolicitation……..



Grant Application Grant Application 
ProcessProcess

Are you R   ady?



Submitting an Application Submitting an Application 
ElectronicallyElectronically

•• Find out at Find out at http://era.nih.gov/ElectronicReceipt/http://era.nih.gov/ElectronicReceipt/..
•• New electronic Grants.gov application SF424 (R&R)New electronic Grants.gov application SF424 (R&R)

Check the TimelineCheck the Timeline
Register EARLYRegister EARLY…… http://grants.gov/http://grants.gov/



Electronic Submission Information:
http://era.nih.gov/ElectronicReceipt/



Small Business 
Concern

Applicant Initiates
Research Idea

Grantee Conducts 
Research

IC Staff Prepare funding Plan
for IC Director

NIH Center for Scientific Review
Assign to IC and IRG

Scientific Review Groups
Evaluate Scientific Merit

Advisory Council or Board
Recommend approval

IC Allocates
Funds

Submits
SBIR/STTR Grant 
Application to NIH

~2-3 months
after submission

~2-3 months 
after review

NIH Small Business ProgramNIH Small Business Program
Review Process



Cover Letter:  
A Valuable Tool

Suggest potential awarding component(s)
Discuss areas of expertise appropriate for the 
application’s review
Indicate individual(s) or organization(s) in conflict

Applications Submitted to NIH Applications Submitted to NIH 
Center for Scientific ReviewCenter for Scientific Review

REGARDLESS OF INSTITUTE/CENTER TOPIC REGARDLESS OF INSTITUTE/CENTER TOPIC ““LINKAGELINKAGE””



Phase I Phase II

Gap Funding OptionsGap Funding Options



NIH SBIR/STTR ProgramNIH SBIR/STTR Program
Gap Funding OptionsGap Funding Options

• Phase I / Phase II Fast Track
Simultaneous submission / concurrent review

• No-Cost Extension (Ph I or Ph II)
Extension in time with no additional funds

• Administrative / Competitive Supplements
• Phase II Competing Renewal

Maximum of $1M/yr for 3 years
Response to program announcement



NIH SBIR/STTR FASTNIH SBIR/STTR FAST--TRACK TRACK 
Bridging the Phase I Bridging the Phase I -- II Funding GapII Funding Gap

(Simultaneous Submission 
and Concurrent Review)

Phase I + Phase II

Phase I Award

7-9 months

Completion of Phase I Phase I Final Report Program Staff assess 
completion of specific aims 

and milestones

Phase II award

Aims/ Milestones 
Met

Phase II award

Aims/ MilestonesAims/ Milestones
NOT MetNOT Met

Go / No Go?



Grant Application Grant Application 
Assignment:Assignment:

What if I cannot What if I cannot 
determine which IC is determine which IC is 

most appropriate?most appropriate?



Application AssignmentsApplication Assignments

Institutes/CentersInstitutes/Centers
NIH Center for Scientific Review NIH Center for Scientific Review 
RECEIPT and REFERRAL RECEIPT and REFERRAL 
STAFFSTAFF refer applications to refer applications to 
Institute or CenterInstitute or Center as the potential as the potential 
funding componentfunding component::

–– Match between research Match between research 
proposed and ICproposed and IC’’s missions mission

–– Multiple IC assignments when Multiple IC assignments when 
technologies crosstechnologies cross--cut more cut more 
than one ICthan one IC

Scientific Review GroupsScientific Review Groups
NIH Center for Scientific Review 
RECEIPT and REFERRAL STAFF
refer applications to an Initial Review 
Group and Study Section:    

-- Match between research and 
scientific review group within IRG

-- Scientific 
expertise/specialization

-- Special Emphasis Panels 
Ad hoc; Not Chartered



Review ConsiderationsReview Considerations
Selection CriteriaSelection Criteria

• External peer reviewers (academia / industry)-- scientists 
and engineers determine the merit of a proposal. 

• All applicants receive “debriefing” automatically.

• Evaluation factors:
1. Significance (Real Problem/Commercial Potential)
2. Approach (Research Design, Feasible)
3. Innovation (New or Improved?)
4. Investigators (PI and team)
5. Environment (Facilities/Resources)

… Protection of Human Subjects
… Animal Welfare
… Budget

Program staff do 
NOT participate 
in peer review 
process



HINT!HINT!

Research Plan should include answers 
to questions described under Review 

Criteria!

(See Solicitation)



Common Problems with ApplicationsCommon Problems with Applications
Inadequately defined test of feasibility
Diffuse, superficial, or unfocused research plan

– Lack of sufficient experimental detail
Questionable reasoning in experimental approach

– Uncritical approach 
– Failure to consider potential pitfalls and alternatives

Lack of innovation
Unconvincing case for commercial potential or societal impact
Lack of experience with essential methodologies
Unfamiliar with relevant published work
Unrealistically large amount of work proposed
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NIH SBIR/STTR FUNDING RATESNIH SBIR/STTR FUNDING RATES
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Phase I Phase II Phase III

Transitioning SBIR / STTR Transitioning SBIR / STTR 
Projects to the MarketplaceProjects to the Marketplace

Mt. “FDA”
???????



Technical Assistance ProgramsTechnical Assistance Programs

Commercialization Commercialization 
AssistanceAssistance

Business & strategic   
planning

Builds alliances and 
investor partnerships

NicheNiche
AssessmentAssessment

Identify other uses of 
technology

Determines competitive 
advantages

Develops market entry 
strategy

(Phase II awardees)

(Phase I awardees)



•To take existing, promising compounds developed 
under a Phase II through the next step of drug discovery 
and development. 

Competing Continuation Phase II AwardCompeting Continuation Phase II Award
PurposePurpose

• Provide additional Phase II research support to continue 
assessing and improving devices or conducting preclinical 
studies of drugs or devices that ultimately require: 

clinical evaluation
approval of a Federal regulatory agency
refinements to durable medical equipment (DME) 

designs 



• SBIR Phase II awardee:
• Promising pharmacologic agents or devices have already 
been identified (or developed) and some preclinical 
pharmacology has been conducted.
• Response to an NIH Program Announcement
• Generally, $750k-$1M/year for up to 3 years

Contact your Program Director to discuss!Contact your Program Director to discuss!

Competing Continuation Phase II AwardCompeting Continuation Phase II Award
EligibilityEligibility



For More InformationFor More Information

http://grants.nih.gov/grants/funding/sbir.htm
Jo Anne Goodnight

NIH SBIR/STTR Program Coordinator
Phone: 301-435-2688

Email: jg128w@nih.gov

Kay Etzler
SBIR/STTR Program Analyst

Phone:  301-435-2713
Fax: 301-480-0146         

Email:  etzlerk@od.nih.gov

Kathleen Shino
SBIR/STTR Program Specialist

Phone: 301-435-2689
Fax: 301-480-0146

Email: shinok@mail.nih.gov



• Alerts/News Flashes

• Solicitations

• Targeted Research Opportunities

• Award Information

• Collaborative Opportunities

• Success Stories

• Resources

http://grants.nih.gov/grants/funding/sbir.htm



Stay Informed…
List serves

NIH Guide for Grants and Contracts (weekly notification)

http://grants.nih.gov/grants/guide/listserv.htm

NIH SBIR/STTR Notification

http://grants.nih.gov/grants/funding/listserv.htm



FINDING A PARTNERFINDING A PARTNER

CRISP Award DatabaseCRISP Award Database

http://crisp.oit.nih.govhttp://crisp.oit.nih.gov

NIH Collaboration Opportunities and Research  PartnershipsNIH Collaboration Opportunities and Research  Partnerships

http://grants.nih.gov/grants/funding/corp.htmhttp://grants.nih.gov/grants/funding/corp.htm

NIH Office of Technology TransferNIH Office of Technology Transfer

http://ott.od.nih.gov/http://ott.od.nih.gov/



RESOURCES
A GOOD STARTING POINT

• NIH Small Business Funding Site

http://grants.nih.gov/grants/funding/sbir.htm

• Computer Retrieval of Information on Scientific Projects 
(CRISP) 

http://crisp.cit.nih.gov

• Contacts at NIH 
http://grants.nih.gov/grants/contacts.htm 

• National SBIR/STTR Resource Center
http://www.sbirworld.com



http://grants1.nih.gov/grants/grant_tips.htm

http://grants1.nih.gov/grants/funding/sbir_policy.htm

http://www.niaid.nih.gov/ncn/grants/

http://deainfo.nci.nih.gov/EXTRA/EXTDOCS/gntapp.htm

http://www.nlm.nih.gov/ep/Tutorial.html

Grant Application Preparation

RESOURCES
HOW TO WRITE A GRANT APPLICATION



NIH Success StoriesNIH Success Stories

LigoCyte has developed a monoclonal 
antibody capable of inhibiting 
inflammatory disease in the lung.

IntralaseIntralase Corporation (CA)Corporation (CA)
Corneal Surgery with Corneal Surgery with 
Femtosecond LasersFemtosecond Lasers

CardiacAssistCardiacAssist, Inc. (PA), Inc. (PA)

TandemHeartTandemHeart®® PTVAPTVA®®
((PercutaneousPercutaneous TransseptalTransseptal
Ventricular Assist) SystemVentricular Assist) System

TissueTechTissueTech (FL)(FL)



I’m from the 
Government, and 
I’m here to help  

you….



National Institute
on Alcohol Abuse
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Largest SBIR/STTR
set-asides

National Institute
of Biomedical 

Imaging 
and 

Bioengineering

National Center on 
Minority Health 

and Health 
Disparities

New!



National Institutes of HealthNational Institutes of Health

Office of the Director

Largest SBIR/STTR
set-asides

National Center on 
Minority Health 

and Health 
Disparities

http://www.nih.gov/icd/

National Institute of 
Biomedical Imaging 
and Bioengineering



Thank YouThank You
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